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DETAILED ACTION 

This action is in response to applicant's amendment received on 12/19/2007. 
The examiner acknowledges the amendments made to the claims. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by anotlier filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the Invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 102(e)). 

2. Claims 1 , 3-8, 48, and 50 are rejected under 35 U.S.C. 1 02(e) as being 
anticipated by Cummins (U.S. Patent No. 7,008,435). 

Claims 1 . 3-4. 48. 50 : Cummins discloses an individual staple 10 having a proximal 
end adapted for individual attachment to a single-staple delivery device, the staple 
having a plurality of distally extending prongs commonly connected to the proximal end 
at a crown and having tissue-piercing distal tips with sufficient stiffness to pierce tissue 
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solely in response to a distal force applied at the proximal end, and a pledget 12 being 
pre-attached to the staple (before the staple engages tissue) and being embraced by 
the prongs, the pledget having preformed edges or peripheral notches 16 configured to 
be frictionaiiy engaged by and between the prongs to capture and retain the pledget o 
the staple and to enable the combined staple and attached pledget to be advanced 
together by a single-staple delivery device, whereby when the prongs of the staple are 
engaged with tissue, the pledget will be disposed and retained (Figures 1-6). The 
pledget may have a plurality of peripherally extending tabs configured to be received 
between said plurality of prongs (tabs on either side of edges or slots 16 In Figure 1 ) or 
a plurality of holes, each receiving one of said plurality of prongs (col. 4, lines 51-55). 
Claims 5-8 : Cummins discloses the pledget comprising a bioasborbable woven or 
non-woven fabric material, and a polyester or polymer sheet (col. 3, lines 41-44). 

3. Claims 9-17 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cummins (U.S. Patent No. 7,008,435) in view of Dalessandro (U.S. Patent No. 
6,273,897). 

Claims 5-17 : Cummins discloses the claimed device except for the pledget having a 
physiologically active agent adapted to be released over a predetermined time interval 
or comprising a coating or being impregnated in the pledget, or being an anti- 
microbial/antiseptic agent, or being an agent that inhibits intraluminal clotting or 
promotes extraluminal clotting. 
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Dalessandro teaches a bioabsorbable pledget (or "buttress") 52 containing 
physiologically active agents that are released over a predetermined time interval, anti- 
microbial or anti-septic agents, agents that inhibit intraluminal clotting or promote 
extraluminal clotting, or agents that comphse a coating or are impregnated in said 
pledget (Figures 4-6, col. 5, lines 24 to col. 7, line 55). It would have been obvious to 
one of ordinary skill in the art at the time of invention to provide a pledget comprising the 
above materials and agents, as taught by Dalessandro, to Cummins since they are well 
known in the art for their biocompatibility and other benefits that promote healing. 

4. Claim 49 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cummins (U.S. Patent No. 7,008,435) in view of Ginn (U.S. Patent No. 6,277,140). 

Claim 49 : Cummins discloses the claimed device, except for the crown including 
distally extending tabs or webs adapted to bear against the pledget. 

Ginn teaches a staple 62 having four prongs 76 and being commonly connected 
at a crown 70 including distally extending tabs or webs (near 74) adapted to bear 
against a pledget (Figure 28). It would have been obvious to one of ordinary skill in the 
art at the time of invention to provide the distally extending tabs or webs, as taught by 
Ginn, to Cummins in order to create a secure engagement between the pledget and the 
staple. 
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Response to Arguments 

5. Applicant's arguments with respect to claims 1 , 3-17, and 48-50 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DIANE YABUT whose telephone number is (571)272- 
6831 . The examiner can normally be reached on M-F: 9AM-4PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EEC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Diane Yabut/ 
Examiner, Art Unit 3734 
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/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



